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Guidance 

This guidance represents the. F 
this topic. It does not ~~kte or 
operate to bind FDA or (he 
satis6es the requirements o 
an alternative approach, 60 
guidance. If you cannot id 
number listed on the title p 

This guidance is intended for the replate food industry and p~~~~ei~ The 
purpose uf this guidance document is to clarify the circu ~der WI&$. EDA may 
axess and copy records .under the ~b~~~ Health duty and ~iat~o~srn Preparedness 
and Response AFt of 20&Z 
intends to follow to exe&se its au 
704(a) of the Federal Food, I3 

FDA’s guidance documents, including t 
responsibilities. Instead, guidace d~~ib 
should be viewed only & r~omm~d~tions, unless 
requirements are cited. The use of the word &ZOZ& 
something is suggested or r~~e~de 

II. BACKGROUND 

Legal Authority 

Section 306 of the Biot~orism AC% 
created a new section 414, “bunts 
Under this new authority, the §~&ary 
may by regulation estabf’xsh requirem 
who manufacture, process, pa& tran 



establish and m 
sources and the 
“Records Inspeotion,” and s 
access and copy alI records 
reasonable belief that an arti& of fmd is a 
adverse health consequence& or death to hu 
necessary to assist the 
its authority to inspect 
similar manner as x;DA’s 
preserWt.ion of appropr$t a written aotice.at 
reasonable limits, and a,r~son~b 

requirements for persons 

records. 

Furthermore, the rule (21 CFR 1.361) scribes the following reword av~ab~~~y 
requirements: 

When FDA has a 
and pmsents a threat 
humans or a&ma& 
under section 414 o 
must be made 
means of repr~u~on. 

HI. DISCUSSION 

FDA can use this authority wherever the statutory criteria 
intentional adulteration is known 
if: (1) the Secretary has a reaso 
presents a threat of serious advise 
and (2) the records are necessary to 

h~rn~s or animals, 

FRA employees will not invoke this 
for record access under the 

s the requirements 



Depending upon the circu 
FD&C Act may apply to 
under section 414(b), as well, 
entity. Records associat 
requested. These records may 
transporting, distribution, recc 
maintained by or on b&aIf of 
records may be in any fcrmat 
location. &cause the circum artiwIar 
record request will vary on a~se~by~case basis. 

C. What records may EDA not 
authority? 

FDA’s authority under sections 42 
records excluded under section 41 
personnel data, research, 
records from fasms and 

structkms is not 

records request.. 

D. What procedures does FDA 

Under the authority in Section 306 of the Biotcrrotism Act, 
when FDA has a reasonable bei 
threat of serious aklversc heahb 
situations when it is necessary t 
for such records access are mad 
these internal procedures: 

may access records 

Notify F’DA’ s Emergency ~er~#~ Center (EOC at 30 %4%3t X 240 - 24 huurs~day) 
which coordinates the em~~ncy res~~~~ ~~v~~es ~s~~a~~ Mth a @cd article th+t 
may present a threat of seriolus ad heaIth ~ns~~~~s or d s or 
auimals. 

l_ 
Enforcement (OE) i&h@ OBce of 
writing). 

2. The appropriate Cen 
reasonable belief an 

Xatoryl 
and thEI oaiee of 

alily or in 

threat of serious adverse h~tb ~o~~~e~c 
3. OE concurs withany re~~~~~ fbr access to 

appropriate Center to Deere the scope of a-he 



records are ne 
of serious adv 

4. The appropriate ‘Cents ~n~~~s with the QBiice af 
Drug Division (~~~~~ ~n~t~~ d~e~~ti~~ of 
belkf an article of feud ,is ad~~~~ra~. 033 
scope of the rcxcrrds request. 

5. Orxe all the nmsary c&t 
the Director of the d&kt m 
cmdin&es with the Denim in whi 

determination, an i~v~st~gat~r or other FDA p~so~~l 
will submit a written notice, FDA 482~ ‘%&ice of Ins 
the owner, operator, or agent.i 
and FDA’s legal authority to 
related to the implicated food later time under 

lhfomtion obtained w 

(5 USC. 

agency” s disclosure of i 

information. FDA perscmnef 
fi~rn disclosure to the pxjblic, 
procedures. For example, 
agency officials to disolos 
foreign governinent officials, or to. 
according to law and FDA’s pr~~ed~~s. 


